
December 1,200O 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fisher Lane Room 1061 
Rockville, MD 20852 

Re: FDA Docket Number: OOP-0788 

To Whom It May Concern: 

Advanced Neuromodulation Systems, Inc. (ANS) is providing these comments in response to the 
October 19, 2000 submission by Hale and Dorr, L.L.P. of certain documents as part of the administrative 
record. 

It is our understanding that all documents, including computer stored data and audio/video 
recordings, relating to the petition for reclassification filed on June 16, 1999 and rcfcrcnced in the docket 
number cited above arc part of the administrative record, irrespective of whether filed in response to the 
September 6,200O Fcdcral Register (“F.R.“) Notice. Therefore, there is no need to add volumes of 
repetitive documents to the existing administrative file through the above referenced Docket Number. 
The publication of the F.R. Notice on page 54053 of the F.R. was for a specific purpose as part of the 
entire administrative record and did not require either the Food and Drug Administration (“FDA”) or 
interested parties to resubmit each and every related document already maintained in the administrative 
file. 

Nonetheless, the Hale And Dorr, L.L.P. cover letter contains two errors which justify correction 
on the public record. First, the January 3 1,200O reference to “Mcdtronic’s Petition for 
Reclassification. . .” is incorrect. Mcdtronic, to the best knowledge of the undersigned, has not submitted 
any petition. Second, in the reference to the copy of the EN4550.2-1 omitting every other page, the FDA 
was provided with a complete copy. If the administrative file does not contain the complete copy, the 
undersigned offers to provide another copy at the request of the FDA. In addition, Medtronic has 
rcpcatcdly failed to include the attached letter, which appears as an enclosure to the often referenced 
December 29, 1995 letter from Susan Alpert, Ph.D., M.D. 

In summary, it is the understanding of ANS that the administrative record includes documents 
other than those maintained in response to the September 6, 2000 F.R. Notice. If this understanding is not 
correct, the courtesy of a clarification will be appreciated. 

Regulatory Affairs 

ADVANCED NEUROMODULATION SYSTEMS, INC. 
6501 WINDCREST DRIVE, SUITE 100 / PLANO, TEXAS 75024 / 972 309-8000 / FAX: 972 309-8150 



DEC 2 9 15% 

Mr. Robert 3. klepincki 
senior Legal Counsel 
Xedtronic, Inc. 
Law-Doputmnt 
7000 Central Avenue, NE 
KinneapoliB, ninnesob 55432-3576 

Re: 

Dear 

ma 

c95001a -- claeriflcatfan 'af Madtronic Ttrala - 
Dated: NOVW 33, 199s 
Rtctived: December ao, 1993 

e.. luepui: 

is response to your request to Hr. Fred Sadler for 
classification nformation dated Yovmbu 22, 1995.. The 
Madtronic Itrrl &is Totally Xraplantabla Spinal Cord systa vas 
datuminrd by PDA to be a class XLS device by ordar datad. 
octobu 29, 1980, (copy encfesrb) . The Food and Drug 
Adnrinistxation (FDA) datermined that the Xdtroaic Total?.:j 
Iqlantablr Spinal Card System ns not suhtantiail1y equLvalcuJf 
to any device mark8tti mior ta May 28, 1976, car to an device 
classified u a class I or class II device; thtrafort x t could 
not be narktted until FDA approved a preaarkrt rpproml 
application in accordance With SactioK 513 (f) of the Federxl pood, 
Drug,and Cosmetic Act. 

As specified by Section 513(f) of kho Food, Drug, and Cosmetic 
Act .(a&), a &vice to be marketad after IW 28, 1976, is 
classified into class III unless the FDA de+ ermines the d:vict to 
bc substantially equivalwxt to a prrlr~etld311fz~ts dcrvka, u lzhr 
device is'recbssifisd into class 1 OE class II. I 

ti dattmdmd.tbat this XtUtronlc dtVict var not; substantially 
equivalent to devices clastifiad in Title 21, Code of Pt~Isrtl 

significant technological differences- 
Hadtronic device erAplOys M implanted device conl&A.ng a power 
source; Vhuaas, the Ueticu ChUrifiti b 31 m 882.5880 
emplays am lmpla~tecl device coarqrlsed e~tlrcly of passive; 
components vith necessary energy being provided by UI external . 
device. 

As Fu&hor crvidmcr of this determination, FDA sent to tidtrcsnic, 
aa ordrr approving Rmmuket approval 

, w!zich incLudes a 
Model 7424 TmpLantable PI&Z Generator a.nd a K&k1 7496 

* Quadrapolar Extension. - s 

” . II 



Pagr 2 - Mr. Robert 3. Xlcpinski 

We be&eve this un8guivocally esrablirhac that #edtxonfC kota3.ly 
Implantable spinal Cord Systm is by statute a clalro IIS dcv$ee 
for whkA an appgwed PMa is required ror aarlcatlnq. If you have 
furthr Question, please contact Robart P. 11unzners, l?h-D., at . 
(301) 443-9517, 

Off&Q Of EkVic+ ShXrution 
Curter Z:orr D~tces and 

~4i0logic;rl ltralth 



‘* 0 


